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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I in the reply filed on 2 October 
2006 is acknowledged. 

2. Claims 22-31 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 2 October 2006. 



Claim Rejections ■ 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 20 and 21 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. Claims 1-2 recite the steps of creating a passageway between the posterior 
chamber of the eye and one of a) the optic nerve or b) subarachnoidal space by 
implanting a tubular shunt. Claim 20, which depends from claim 2, recites that the shunt 
bypasses the posterior chamber of the eye. The specification, figures, and claims fail to 
explain how a passageway may be created between the posterior chamber and another 



Application/Control Number: 10/781,343 Page 3 

Art Unit: 3761 

portion of the eye if the device creating the passageway bypasses the posterior 
chamber. Therefore, the claim is not enabled by the specification. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 20-21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claims 1-2 recite the steps of creating a passageway 
between the posterior chamber of the eye and one of a) the optic nerve or b) 
subarachnoidal space by implanting a tubular shunt. Claim 20, which depends from 
claim 2, recites that the shunt bypasses the posterior chamber of the eye. The 
specification, figures, and claims fail to explain how a passageway may be created 
between the posterior chamber and another portion of the eye if the device creating the 
passageway bypasses the posterior chamber. Examiner cannot reasonably determine 
the metes and bounds of the claim, since the limitations in the claims appear to be 
mutually exclusive. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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8. Claims 1-7, and 20-21 are rejected under 35 U.S.C. 102(b) as being anticipated 
by US 4,402,681 to Haas et al. 

In the specification and figures, Haas discloses the method as claimed by 
applicant. With regard to claims 1-2, Haas discloses a shunt 28 and a method for 
implantation that creates a passageway between the posterior chamber 20 of the eye 
and the outside of the eye, which constitutes the subarachnoid space (see FIG 1). Fluid 
from the posterior chamber enters the shunt 28 at penetrant end 50, travels through 
stem 46, and drains from the shunt into the subarachnoid space via perforations 44 on 
housing means or flange 30 (see FIGS 1-2, column 6). 

Haas does not disclose specifically that the passageway connects to the 
subarachnoid space, but illustrates that the outlet of the shunt is disposed outside the 
sclera 22 of the eye, as illustrated by applicant in FIG 2C. It is the position of the 
examiner that the area outside the sclera of the corresponds to applicant's recitation of 
the subarachnoid space. As such, the Haas device and method performs as disclosed 
and claimed by applicant, meeting the limitations of the claims. 

With regard to claims 3-5, 7, 10, and 19-21, applicant claims the structure of a 
device used in the claimed method. It has been held that in order to be entitled to 
patentable weight in method claims, the recited structural limitations therein must affect 
the method in a manipulative sense and not to amount to the mere claiming of a use of 
a particular structure. See Ex Parte Pfeiffer, 1 35 USPQ 31 . It is the position of the 
examiner that the recited structural limitations do not affect the method as claimed by 
applicant, rendering claims 3-5, 7, and 20-21 anticipated by the Haas reference. 
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Notwithstanding the failure of the limitations to further limit the claimed method, 
Haas discloses several components recited by applicant. With regard to claims 5, 7, and 
10, Haas discloses that the shunt comprises a housing or flange 30, a dome 40, 
corresponding to applicant's shielding member, and a a tube 46 with a distal tip 50 that 
penetrates the retina and choroids sclera (see column 6, lines 1-28) 

With regard to claim 6, applicant claims a valve as a structural feature of the 
shunt used in the claimed method and the movement of fluid through the valve. 
However, applicant's recitation that the claimed valve is "operative" to perform a 
particular function means that in order to anticipate the claimed valve, the prior art need 
only be able to perform the claimed function. In the instant case, Haas discloses that 
shunt 28 comprises a unidirectional slit valve 52 that opens upon a particular fluid 
pressure (see column 6, line 65 to column 7, line 9), thereby meeting the limitations of 
the claim. 

With regard to claim 8, Haas discloses that dome 40 comprises openings 44, 
creating a semipermeable membrane. Together with the unidirectional valve 52, the 
perforated dome permits fluid flow out of the distal end of the tube but prevents debris 
from entering the tube at the distal end, thereby meeting the limitations of the claims. 

With regard to claim 16, Haas discloses that the shunt comprises a proximal 
opening 50 that accepts fluid from the posterior chamber of the eye, allowing fluid to 
flow through tube 46 and drain through distal end 44 to the subarachnoid space (see 
column 6, FIG 1). 
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9. Claim 1 1 is rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,171,213 to Price, Jr. 

In the specification and figures, Price discloses a method for lowering intraocular 
pressure including the steps of inserting a tube (thereby creating a passageway) into 
the posterior chamber of the eye and allowing fluid to drain to the exterior of the eye 
(illustrated by applicant as the subarachnoidal space) in conjunction with a vitrectomy 
(see FIG 1 b, column 4, lines 3-40). 

Price illustrates that the outlet of the shunt is disposed outside the sclera of the 
eye 10, corresponding to the illustration by applicant in FIG 2C. In light of applicant's 
illustration, it is the position of the examiner that the area outside the sclera of the eye 
(as illustrated by both Haas and applicant) corresponds to applicant's recitation of the 
subarachnoid space. As such, the Price device and method performs as disclosed and 
claimed by applicant, meeting the limitations of the claims. 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 3-4 are rejected, in the alternative, under 35 U.S.C. 103(a) as being 
unpatentable over US 4,402,681 to Haas in view of US 3,788,327 to Donowitz et al. 
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In the specification and figures, Haas discloses the method substantially as 
claimed by applicant (see rejection above) with the exception of some of the structural 
limitations drawn to the shunt used in the claimed method. Applicant's limitations drawn 
to the structure of the shunt are not considered by the examiner to affect the function of 
the shunt. Assuming, however, that these structural limitations do affect the claimed 
method, such limitations are obvious variations of the prior art, as set forth below. 

With regard to claims 3 and 4, Haas fails to disclose that the shunt comprises a 
tissue engaging member to deter unwanted movement or subsequent retraction of the 
shunt. However, Donowitz discloses an ocular shunt with two ends and barbs 46 that 
function as tissue engaging members to deter retraction (which is an unwanted 
movement) of the shunt (See FIG 4, column 2, lines 51-63). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to add barbs as disclosed by Donowitz to the shunt disclosed by Haas in order to 
maintain the shunt in position, as taught by Donowitz. 

Allowable Subject Matter 

12. Claims 9, 12-15, 17-18 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

1 3. The following is a statement of reasons for the indication of allowable subject 
matter: The prior art fails to disclose or suggest the method as claimed by applicant. 
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With regard to claims 9 and 15, the prior art fails to disclose or suggest the steps 
of claim 1 in combination with the formation of an opening in the pars plana, optic nerve, 
or lamina cribosa. The best prior art of record, US 6,863,073 to D'Amico et al, discloses 
the step of creating an opening in the lamina cribosa to treat central retinal vein 
occlusion, but does not disclose or suggest any reason for combining the disclosed 
method with a procedure for draining fluid from the posterior chamber of the eye. 

With regard to claims 12-14, the prior art fails to disclose or suggest the 
combination of the steps of claim 1 in combination with vitreal liquefaction with removal 
of fluid from the posterior chamber of the eye, along with the other steps and limitations 
of the claims. The best prior art of record, US 6,610,292 to Karageozian et al, discloses 
the step of liquefaction of the vitreous to treat various eye disorders, but provides no 
disclosure or suggestion to combine the liquefaction with fluid removal from the 
posterior chamber of the eye. 

With regard to claim 17-18, the prior art fails to disclose or suggest the staps of 
claim 1 in combination with the method of placing the shunt as claimed by applicant, in 
particular, locating the shunt adjacent to the lamina cribosa and extending into the optic 
nerve, along with the other steps and limitations of the claims. 

Conclusion 

14. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 4,490,351 Clark, Jr 
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i. Methods of treating eye by replacing vitreous 
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